REMARKS 



Claims 1-71 are pending in the above-referenced application. At present, claims 1-71 stand 
rejected 35 U.S.C. §112, second paragraph for indefiniteness, and under 35 U.S.C. § 103(a) as being 
unpatentable over U.S. Patent No. 6,610,091 to Reiley (hereinafter "Reiley") and U.S. Patent No. 
6,419,704 to Ferree (hereinafter "Ferree"). 

Applicants express their appreciation for the telephone interview courteously granted by the 
Examiner on August 23, 2004. In the interview, claim 41 was discussed in relation to the 
Examiner's rejection under 35 U.S.C. §112, and in relation to Reiley and Ferree. In the interview, 
Applicants suggested that all independent claims of the application are nonobvious over the cited 
references because the cited references do not disclose, and indeed teach away from, the combination 
of disc replacement with facet joint replacement. Applicants further suggested that the concept of 
facet joint replacement is very new, and that there is therefore a lack of knowledge in the relevant art 
that would support such a combination prior to Applicants' priority date. The Examiner indicated a 
willingness to reconsider the claims if they were amended to more specifically recite the positioning 
of the artificial disc and the prosthesis with respect to a vertebra. 

By this paper, claims 1, 9, 13-16, 27-31, 33, 35, 38, 41, 44, 46, 49, 52, 55, 57, 61, and 65 
have been amended. Accordingly, claims 1-71 are submitted for reconsideration. In view of the 
following remarks, reconsideration and allowance of claims 1-71 are respectfully requested. 

REJECTION OF CLAIMS 1-71 UNDER 35 U.S.C. 1 12. SECOND PARAGRAPH 

The Examiner rejected claims 1-71 under35 U.S.C. §112 as being indefinite. Bythis paper, 
all independent claims of the application, e.g., claims 15, 16, 27-29, 31, 41, 57, 61, and 65, have 
been amended to more specifically recite the relative positioning of the recited artificial discs, 
prostheses, and vertebrae. For example, claim 15 has been amended to recite that the replaced 
intervertebral disc is adjacent to the vertebra that receives the prosthetic facet. Claim 1 5 has further 
been amended to recite that the artificial disc and the prosthetic facet cooperate so as to restore the 
natural biomechanics of a spinal motion segment comprising the vertebra, the prosthetic facet, and 
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the artificial disc. These limitations find clear support in Figure 3 of Applicants' specification and in 
the accompanying text. 

The facet joints cooperate with the facet joints to control spinal loads and motion. "[I]n 
addition to the intervertebral disc, posterior elements called the facet joints help to support axial, 
torsional and shear loads that act on the spinal column." Specification, page 4, lines 11-14. The 
specification defines a "spinal motion segment" as a "superior vertebra with its inferior facets, an 
inferior vertebra with its superior facets, the intervertebral disc, and seven spinal ligaments together." 
Specification, page 5, lines 11-15. Therefore, a spinal motion segment includes the facets that limit 
the various modes of rotation provided by the intervertebral disc of the spinal motion segment. Since 
the prosthetic facet of claim 1 5 is part of the same spinal motion segment as the recited artificial disc, 
the prosthetic facet assists the recited artificial disc by limiting the motion that the artificial disc is 
required to undergo. 

Thus, claim 1 5 now clearly recites the interaction between the recited prosthetic facet and the 
recited artificial disc. Corresponding amendments have been made to the remaining independent 
claims of the application, i.e., claims 16, 27-29, 31, 41, 57, 61, and 65. Accordingly, Applicants 
respectfully assert that claims 1-71 satisfy the requirements of 35 U.S.C. §112. Applicants 
respectfully request withdrawal of the rejection. 

REJECTION OF CLAIMS 1-71 UNDER 35 U.S.C. 103(a) OVER REILEY IN VIEW OF FERREE 
The Examiner rejected claims 1-71 under 35 U.S.C. § 103(a) as being unpatentable over 
Reiley in view of Ferree. To establish prima facie obviousness of a claimed invention, all the claim 
limitations must be taught or suggested by the prior art. MPEP §2143.03. Significant elements of 
Applicants' independent claims, as amended, are not taught by Reiley or Ferree because Reiley and 
Ferree do not teach cooperation between an artificial disc and a prosthetic facet to restore natural 
biomechanics of a spinal motion segment. 

More precisely, claim 1 5, for example, recites "with the artificial disc and the prosthetic facet 
cooperating so as to restore the natural biomechanics of a spinal motion segment comprising the 
vertebra, the prosthetic facet, and the artificial disc." This language presents a limitation that must 
be found in the prior art in order to enable a rejection to be maintained under 35 U.S.C. §103. 
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However, since neither Reiley nor Ferree discloses the use of a prosthetic facet in combination with 
an artificial disc, it is clear that neither Reiley nor Ferree discloses the specific type of cooperation 
recited in claim 15, i.e., cooperation "to restore the natural biomechanics of a spinal motion 
segment." 

Furthermore, to establish a prima facie case of obviousness, there must be some suggestion 
or motivation to modify the reference or to combine reference teachings. See MPEP §2 1 42. There 
must be some positive, concrete evidence which gives a logical reason that justifies a combination of 
primary and secondary references. In re Laskowski, 10USPQ2d 1397 (Fed. Cir. 1989). The factual 
inquiry of whether to combine references "must be based on objective evidence of record." In re 
Sang-Su Lee, 277 F.3d 1 338, 1 343 (Fed. Cir. 2002). "It is improper, in determining whether a person 
of ordinary skill would have been led to this combination of references, simply to '[use] that which 
the inventor taught against its teacher.'" Id. at 1344 (citing W.L. Gore v. Garlock, Inc., 721 F.2d 
1540, 1553, 220 USPQ 303, 312-13 (Fed. Cir. 1983)). 

No such suggestion or teaching is provided by Reiley or Ferree. Rather, Ferree does not 
mention facet joint replacement or facet joint ailments, and Reiley teaches against the use of artificial 
discs where facet joint ailments are present. "An alternative to spinal fusion has been the use of an 
intervertebral disc prosthesis — Although different designs achieve different levels of success with 
patients, disc replacement mainly helps patients with injured or diseased discs; disc replacement does 
not address spine pathologies such as spondylolisthesis and spinal stenosis caused by facet joint 
degeneration or disease." Reiley, column 2, lines 30-39. 

As expressed by Mr. Wade Fallin, one of the Applicants, in the telephonic interview, facet 
joint replacement is a very new concept, and no known facet joint replacement procedure has ever 
been carried out. Accordingly, the breadth of knowledge in the art is quite low, and a person of skill 
in the art would not be expected to combine facet joint replacement with usage of an artificial disc 
without some very explicit teaching or motivation to do so. 

Indeed, not only Reiley, but the general state of the prior art teaches away from the 
combination of facet joint replacement with use of an artificial disc. As expressed in Applicants' 
specification, "contraindications for artificial discs include arthritic facet joints, absent facet joints, 
severe facet joint tropism or otherwise deformed facet joints." Specification, page 5, lines 7-10. If 
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the Examiner would like further support for the scarcity of knowledge regarding facet joint 
replacement or the tendency of the prior art to teach away from artificial disc usage where facet 
problems exist, Applicants would be happy to provide an affidavit under 37 C.F.R. §1.131 from one 
or more medical and/or medical device professionals regarding the same. 

For these reasons, claim 15 is believed to be nonobvious over the cited art. The remaining 
independent claims in the application, /. e. , claims 1 6, 27-29, 31,41,57,61, and 65, are nonobvious 
for the same reasons. Applicants respectfully request withdrawal of the rejection of claims 1-71 
under 35 U.S.C. §103. 

CONCLUSION 

In view of the foregoing remarks, Applicants submit that claims 1-71 are in a condition for 
allowance. If there are any remaining issues preventing allowance of the pending claims, the 
Examiner is requested to contact the undersigned. 

Dated this 3rd day of September 2004. 



MedicineLodge, Inc. 
180 South 600 West 
Logan, UT 84321 
Telephone: (435)753-7675 
Facsimile: (435)753-7698 



Respectfully submitted, 




David W. Meibos 
Attorney for Applicants 
Registration No. 45,885 
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